vaA United States Patent and Tradem ark Office 
m — — 



UNITED STATES DEPARTMENT OF COMMERCE 
United States Patent and Trademark Office 
Address: COMMISSIONER FOR PATENTS 
P.O. Box 1450 

Alexandria, Virginia 22313-1450 
www.uspto.gov 



APPUCATION NO. 


FILING DATE 


FIRST NAMED INVENTOR 


ATTORNEY DOCKET NO. 


CONFIRMATION NO. 


09/807,401 


04/13/2001 


Herwig Buchholz 


MERCK 1942 


9209 



23599 7590 12/08/2003 

millen, white, zelano & branigan, p.c. 

2200 CLARENDON BLVD. 
SUITE 1400 

ARLINGTON, VA 22201 



EXAMINER 



ART UNIT 



EVANS, CHARESSE L 

j PAPER NUMBER 



1615 

DATE MAILED: 12/08/2003 



Please find below and/or attached an Office communication concerning this appHcation or proceeding. 



PTO-90C (Rev. 10/03) 



w 


Application No. 


w 


Applicant(5) 




Office Action SummBtv 


09/807,401 




BUCHHOLZ ET AL 


Examin r 

Charesse L. Evans 




Art Unit 

1615 
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Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication, 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even If timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )13 Responsive to communication(s) filed on 03 October 2003 . 
2a)n This action is FINAL. 2b)l3 This action is non-final. 

3) n Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under £x parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) 13 Clalm(s) 1-12 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) 0 Claim(s) is/are allowed. 

6) 13 Claim(s) 1-12 is/are rejected. 
?)□ Claim(s) is/are objected to. 

8) 0 Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) n The specification is objected to by the Examiner. 

10) 0 The drawing(s) filed on is/are: a)n accepted or b)n objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) 0 The oath or declaration is objected to by the Examiner. Note the attached Office Action or fomi PTO-152. 
Priority under 35 U.S.C. §§119 and 120 

12) 13 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 

a)l3AII b)n Some*c)n None of: 

1 .□ Certified copies of the priority documents have been received. 

2.n Certified copies of the priority documents have been received in Application No. . 

3.13 Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

13) 0 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application) 

since a specific reference was included in the first sentence of the specification or in an Application Data Sheet. 
37 CFR 1.78. 

a) □ The translation of the foreign language provisional application has been received. 

14) 0 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121 since a specific 

reference was included in the first sentence of the specification or in an Application Data Sheet. 37 CFR 1.78. 



Attachment(s) 

1) K Notice of References Cited (PTO-892) 4) [j Interview Summary (PTO-413) Paper No(s). 

2) CH Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) CH Notice of Informal Patent Application (PTO-1 52) 

3) O Information Disclosure Statement(s) (PTO-1449) Paper No(s) . 6) CD Other: 



U.S. Patent and Trademark Office 

PTOL-326 (Rev. 11-03) 



Office Action Summary 



Part of Paper No. 18 
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DETAILED ACTION 



Action Summary 

Acknowledgement is made of the receipt of applicant's request for extension of 
time and request for continued examination, filed October 3, 2003. 

Acknowledgement is made of applicant's previously submitted amendment, 
filed August 4, 2003, wherein new claims 10-12 were added. 

Qaims 1-12 are active in this Action. 

Claim Rejections - 35 USC § 103 
The following is a quotation of 35 LXS.G 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disdosed or described as set 
forth in section 102 of this tide, if the differences between the subject matter sought to be patented 
and the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

This application currently names joint inventors. In considering patentability 

of the claims under 35 U.S.C 103(a), the examiner presumes that the subject matter 

of the various claims was commonly owned at the time any inventions covered 

therein were made absent any evidence to the contrary Applicant is advised of the 

obligation under 37 CFR 1.56 to point out the inventor and invention dates of each 
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claim that was not commonly owned at the time a later invention was made in order 
for the examiner to consider the applicability of 35 US.G 103(c) and potential 35 
US.C 102(e), (f) or (g) prior art under 35 US.G 103(a). 

Qaims 1-12 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Bewicke (US 5,820,867) in view of Cho et al (US 6,068,846). Tlie claims ar^ directed 
to a composition and method of treating depression comprising St. John's Wort, foHc 
acid derivatives and Vitamin B12. 

Bewicke discloses a dietary supplement composition that serves as an anti- 
depressant comprising an extract of St. John's Wort, Vitamin B12 and folic acid 
(column 1, lines 25-33 and column 2, lines 33-40). Qio is provided to demonstrate 
that the referenced composition can contain minerals such as calcium and vitamins 
that can be natural or synthetically derived (column 2, lines 25-26 and column 3, lines 
30-37). Additionally, the formulation can be in the form of a tablet, encapsulate or 
symp (column 3, line 14 and claims 10 and 12). 

While the references do not expressly teach applicant's claimed percent weight 
of folic acid derivative or vitamin B12, differences in concentration will not support 
the patentability of subject matter encompassed by the prior art unless there is 
evidence indicating such concentration is critical. Where the general conditions of a 
claim are disclosed in the prior art, it is not inventive to discover the optimum or 
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workable ranges by routine experimentation. InreAller^ 220 F.2d 454, 105 USPQ 
233, 235 (CCPA 1955). 

One of ordinary skill in the art would be motivated to combine the teachings of 
the cited prior art references because both disclose utilizing St. John's Wort for the 
treatment of depression or mood disorders. One would be motivated to modify the 
teachings of Bewicke in combination with Cho with the expectation of building upon 
St. John's Wort long history of providing relief from depression in a high percentage 
of individuals without causing the negative side effects often found when prescription 
drugs are used. 



Claim Rejections - 35 USC § 112 
The following is a quotation of the first paragraph of 35 U.S.C 112: 

The specification shall contain a written description of the invention, and of the manner and process of makir^ and 
using it, in such full, clear, concise, and exact terms as to enable any person skilled in the an to which it pertains, or 
with which it is most nearly connected, to make and use the same and shall set forth the best mode contemplated by 
the inventor of carrying out his invention. 

Qaim 2 is rejected under 35 U.S.C 112, first paragraph, because the 
specification, while being enabling for ethanol, does not reasonably provide 
enablement for anyor aU alcohols (see specification at page 5, line 11). The 
specification does not enable any person skilled in the art to which it pertains, or with 
which it is most nearly connected, to make or use the invention commensurate in 
scope with these claims. 
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To comply with the enablement requirement of 35 U.S.C. § 112, first 
paragraph, the specification must enable one skilled in the art to make and use the 
claimed invention without undue experimentation- The claims are evaluated for 
enablement based on the Wands analysis. Many of the factors regarding undue 
experimentation, summarized minre Wands, 858 F.2d 731,8 lJSPQ2d 1400 
(Fed.Grc.1988), are as follows: (1) the nature of the invention; (2) the state of the 
prior art; (3) the predictability or lack thereof in the art; (4) the amount of direction or 
guidance present; (5) the presence or absence of working examples; (6) the quantity of 
experimentation necessary, (7) the relative skill of those in the art; and (8) the breadth 
of the claims. Such an analysis does not require enumeration of each of the foregoing 
points, but only requires a few of the factors discussed in the rejection. 

Accordingly, it is the position of the examiner that the instant fact pattern fails 
to provide any guidance or any working examples in this unpredictable art, and thus 
the artisan would have been unable to prepare the claimed composition comprising an 
alcohol extract of St John's Wort without undue experimentation. 



Conclusion 
No claims are allowed at this time. 
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Any inquiiy concerning this communication or earlier communications from 



the examiner should be directed to Qiaresse L. Evans whose telephone number is 
703-308-6400. The examiner can normally be reached on Monday -Thursday 7:00a - 
4:30p; Alternating Fridays 7:00a - 3:30p. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Thurman K. Page can be reached on 703-308-2927, The fax phone 
numbers for the organization where this application or proceeding is assigned are 703- 
308-4556 for regular communications and 703-308-4556 for After Final 
communications . 

Any inquiiy of a general nature or relating to the status of this application or 
proceeding should be directed to the receptionist whose telephone number is 703- 
308-1235, 

Qiaresse L Evans 



December 2, 2003 



Examiner 
Alt Unit 1615 




